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§892.1670 Spot-film device.

(a) Identification. A spot-film device
is an electromechanical component of
a fluoroscopic x-ray system that is in-
tended to be used for medical purposes
to position a radiographic film cassette
to obtain radiographs during fluoros-
copy.

(b) Classification. Class II.

§892.1680 Stationary x-ray system.

(a) Identification. A stationary x-ray
system is a permanently installed diag-
nostic system intended to generate and
control x-rays for examination of var-
ious anatomical regions. This generic
type of device may include signal anal-
ysis and display equipment, patient
and equipment supports, component
parts, and accessories.

(b) Classification. Class II.

§892.1700 Diagnostic x-ray high volt-
age generator.

(a) Identification. A diagnostic x-ray
high voltage generator is a device that
is intended to supply and control the
electrical energy applied to a diag-
nostic x-ray tube for medical purposes.
This generic type of device may in-
clude a converter that changes alter-
nating current to direct current, fila-
ment transformers for the x-ray tube,
high voltage switches, electrical pro-
tective devices, or other appropriate
elements.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter,
subject to the limitations in §892.9.

[63 FR 1567, Jan. 20, 1988, as amended at 61
FR 1125, Jan. 16, 1996; 66 FR 38819, July 25,
2001]

§892.1710 Mammographic x-ray sys-
tem.

(a) Identification. A mammographic x-
ray system is a device intended to be
used to produce radiographs of the
breast. This generic type of device may
include signal analysis and display
equipment, patient and equipment sup-
ports, component parts, and acces-
sories.

(b) Classification. Class II.

§892.1740

§892.1715 Fullfield digital mammog-
raphy system.

(a) Identification. A full-field digital
mammography system is a device in-
tended to produce planar digital x-ray
images of the entire breast. This ge-
neric type of device may include dig-
ital mammography acquisition soft-
ware, full-field digital image receptor,
acquisition workstation, automatic ex-
posure control, image processing and
reconstruction programs, patient and
equipment supports, component parts,
and accessories.

(b) Classification. Class II (special
controls). The special control for the
device is FDA’s guidance document en-
titled ‘‘Class II Special Controls Guid-
ance Document: Full-Field Digital
Mammography System.” See §892.1(e)
for the availability of this guidance
document.

[75 FR 68203, Nov. 5, 2010]

§892.1720 Mobile x-ray system.

(a) Identification. A mobile x-ray sys-
tem is a transportable device system
intended to be used to generate and
control x-ray for diagnostic procedures.
This generic type of device may in-
clude signal analysis and display equip-
ment, patient and equipment supports,
component parts, and accessories.

(b) Classification. Class II.

§892.1730 Photofluorographic x-ray
system.

(a) Identification. A
photofluorographic x-ray system is a
device that includes a fluoroscopic x-
ray unit and a camera intended to be
used to produce, then photograph, a
fluoroscopic image of the body. This
generic type of device may include sig-
nal analysis and display equipment, pa-
tient and equipment supports, compo-
nent parts, and accessories.

(b) Classification. Class II.

§892.1740 Tomographic x-ray system.

(a) Identification. A tomographic x-
ray system is an x-ray device intended
to be used to produce radiologic images
of a specific cross-sectional plane of
the body by blurring or eliminating de-
tail from other planes. This generic
type of device may include signal anal-
ysis and display equipment, patient
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